This is a primer for Quality Assurance; how to define it, the type of documentation to maintain, what to include in a QA Plan and how to implement it in your laboratory.
• IDENTIFY problems and make corrections • ASSURE accurate, reliable, and prompt performance of tests and reporting of test results.
DEFINITIONS
The process of Quality Assurance consists of four stages:
1) Planned review of all policies and procedures for their effectiveness. 2) Identification of any problems through this review process. 3) Corrective action taken to prevent future problems. 4) Follow-up review of the effectiveness of corrective actions.
There are three major phases of laboratory testing that a QA program should evaluate:
1) Pre-Analytical -Specimen collection/storage/processing, personnel training, etc.
2) Analytical -Quality control, preventive maintenance, calibrations, etc. 3) Post-Analytical -Result reporting, turn-around times, etc.
The examples listed above are some of the major elements that would be addressed in QA reviews in a laboratory. Refer to the COLA Criteria for Quality Laboratory Performance, question numbers 284-299 for the remaining elements that should be a part of a complete QA Program. A further breakdown of these elements are listed at the end of this LabGuide.
There are two situations that prompt a QA review:
1) Routine, scheduled review of an element. 2) In response to an identified problem or complaint needing immediate attention.
The final essential piece of a QA Program is documentation. All QA activities must be documented completely. This should include:
1) Date of the review or date the problem or complaint was identified. 2) Initials of person performing review. 3) Scope of the review. 4) Results of review and any corrective action taken. 5) Date and description of follow-up review of the effectiveness of corrective action.
PART II IMPLEMENTATION OF A QUALITY ASSURANCE PLAN
The first step in the QA process is to develop a written QA Program addressing all elements in the phases of testing listed above.
The second step is to schedule the implementation of the plan. Pick an element to evaluate. Decide how the evaluation will be conducted and over what period of time. Determine what is a desirable outcome of the evaluation.
Once the evaluation is complete, determine if any corrective action needs to be taken. If no problems
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were identified then the QA review ends here for that element. Schedule the next element to be reviewed.
If a problem was identified, determine the appropriate corrective action to take to attempt to resolve the problem. Institute these corrective actions and schedule a follow-up review. The follow-up is usually a scaled down version of the original review. It is a spot check to verify that the corrective actions taken in response to the problem were effective in preventing the situation from recurring.
The most important step in a QA review is to be sure to document all QA activities. This serves as proof to the surveyors that you in fact have implemented your plan. But more importantly, it provides a mechanism to revisit data from previous reviews that may be helpful with current reviews or problems that arise. Stage Four 283. Does your QA review also follow-up on corrective actions to ensure their effectiveness so the same problems do not recur?
PART III

PART IV UNDERSTANDING THE QUALITY ASSURANCE PROCESS
An analogy that might help clarify the QA process:
• Imagine that the written QA Plan is analogous to a physician hanging a diploma on his wall. He is now ready to practice medicine or conduct a QA review. (Criterion #279)
• The documentation of QA activities is equivalent to a physician recording his actions on the patient's chart. (Criterion #282)
• The QA review is analogous to the patient coming into the office for a routine physical or as a result of some physical ailment or complaint. (Criterion #280)
• Stage Two and Three, problem identification and corrective action, is the diagnosis and treatment phase specified by the physician after results of tests or x-rays are obtained. (Criterion #281) • Stage Four, follow-up review of corrective action, is analogous to a patient following the prescription of the physician and returning to the office for a follow-up visit. The physician will determine if the protocol was effective or if another treatment should be tried. (Criterion #283)
PART VI ELEMENTS APPROPRIATE FOR QA REVIEW IN ALL TEST PHASES
This is a listing of elements that you may elect to review as a part of a comprehensive QA Plan. Laboratory Staff in conjunction with the Laboratory Director are responsible to identify those elements to review and the frequency of performing these reviews.
Pre-Analytical
Personnel Training and Evaluation (Criteria #284, #291, and #292)
Requisitions (Criterion #287)
• The following form (Figure 1 ) is adaptable for use to document the QA review of various aspects of your laboratory. It contains headings for all the needed information to be recorded. The format can be modified to represent different elements to be reviewed. Figure 2 is a sample of a completed form.
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